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department  of  health, 

EDUCATION,  AND  WELFARE 

Food  and  Drug  Administration 

21  CFR  Part  25 

r  Docket  No.  79N-0335] 

National  Environmental  Policy  Act; 
Proposed  Policies  and  Procedures 

agency:  Food  and  Drug  Administration. 
action:  Proposed  Rule. 

summary:  The  agency  proposes  policies 
and  supplemental  procedures  for 
compliance  with  the  National 
Environmental  Policy  Act  (NEPA)  and 
the  Council  on  Environmental  Quality’s 
(CEQ)  National  Environmental  Policy 
Act  Regulations.  This  proposal  expands 
the  environmental  impact  consideration 
regulations  to  include  all  programs 
administered  by  FDA  and  adopts  in  full 
the  CEQ  regulations. 

DATES:  Comments  are  due  on  or  before 
February  11, 1980. 

ADDRESS:  Written  comments  to  the 
Hearing  Clerk  (HFA-305),  Food  and 
Drug  Administration,  Rm.  4-65,  5600 
Fishers  Lane,  Rockville.  MD  20857. 

FOR  FURTHER  INFORMATION  CONTACT: 
Kenneth  E.  Taylor,  Bureau  of  Veterinary 
Medicine  (HFV-2),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare,  5600  Fishers 
Lane,  Rockville.  MD  20857,  301-143- 
4500. 

SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  April  15, 1977  (43  FR 
19986),  the  Food  and  Drug 
Administration  (FDA)  revised  its  rules 
governing  the  need  and  procedures  for 
preparing  environmental  impact 
statements  under  section  102(2)(C)  of  the 
National  Environmental  Policy  Act  of 
1969  (NEPA),  and  revised  guidelines  on 
such  procedures  issued  by  the  Council 
on  Environmental  Quality  (CEQ)  in  the 
Federal  Register  of  August  1, 1973  (38  FR 
20550). 

This  proposal,  which  was  developed 
in  consultation  with  the  CEQ  staff, 
revises  the  procedures  FDA  uses  for 
implementing  NEPA  to  comply  with 
CEQ  regulations  (40  CFR  Parts  1500- 
1508)  published  November  29, 1978  and 
effective  July  30, 1979.  This  proposal 
includes  procedures  FDA  will  use  for 
implementing  NEPA  in  all  its  programs. 
Several  FDA  administrative  and 
regulatory  programs  are  categorically 
excluded  from  requirements  to  prepare 
an  EIS  (environmental  impact 
statement).  The  term  “EIAR 
(environmental  impact  analysis  report),” 
formerly  used  by  IDA  to  identify  a 


document  containing  an  analysis  of 
proposed  actions  for  potential 
environmental  impacts,  is  replaced  by 
the  term  "EA  (environmental 
assessment)”  as  required  by  the  CEQ 
regulations  (40  CFR  1508.9).  The  new 
term  refers  to  a  document  containing  a 
similar  environmental  analysis  of 
proposed  actions.  Other  terms  have 
been  changed  to  conform  with  CEQ 
terminology. 

A  detailed  explanation  of  this 
proposal  is  not  being  provided  because 
the  proposal  responds  to  mandatory 
requirements  established  by  the  CEQ 
regulations.  The  CEQ  regulations  were 
subject  to  public  review  and  comment. 
The  following  specific  requirements  of 
the  CEQ  regulations  are  addressed  in 
this  proposal: 

1.  40  CFR  1501.2(d)  requires  that 
agencies  provide  guidance  and  advice 
suflicient  to  apply  NEPA  early  in  the 
process  of  actions  planned  by  private 
applicants  or  other  non-Federal  entities. 
This  proposed  regulation,  in  general, 
provides  necessary  guidance  to 
applicants  and  petitioners.  (See,  in 
particular,  proposed  21  CFR  25.10(a), 
25.22,  25.23,  25.24,  25.30,  and  25.31.) 

2.  40  CFR  1501.4(a),  1507.3(b).  and 
1508.4  require  that  agencies  identify 
actions  normally  requiring  the 
preparation  of  EIS’s,  those  normally 
requiring  the  preparation  of  EA’s,  and 
those  which  normally  do  not  require  the 
preparation  of  either  EIS’s  or  EA’s.  (See 
proposed  21  CFR  25.20  through  25.24.) 

3.  40  CFR  1502.9  requires  that  agencies 
adopt  procedures  for  introducing 
supplemental  EIS’s  into  a  formal 
administrative  record,  if  such  a  record 
exists.  (See  proposed  21  CFR  25.42(d).) 

4.  40  CFR  1505.1  requires  that  agencies 
adopt  procedures  to  ensure  that 
decisions  are  made  in  accordance  with 
the  policies  and  purposes  of  NEPA.  (See 
proposed  21  CFR  25.40.) 

5.  40  CFR  1506.6  requires  that  agencies 
explain  where  interested  persons  can 
obtain  information  or  status  reports  on 
EIS’s  and  other  elements  of  the  NEPA 
process.  (See  proposed  21  CFR  25.41(b) 
and  25.42(b).) 

6.  40  C^  1507.3  requires  that  agencies 
adopt  procedures  to  implement  the  CEQ 
regulations,  including  procedures 
required  by  40  CFR  1501.2(d). 

1502.9(c)(3).  1505.1, 1506.6(e),  and  1508.4 
of  the  CEQ  regulations. 

Other  sections  of  the  CEQ  regulations 
are  addressed  in  this  proposal  to 
provide  additional  details  on  FDA’s 
NEPA  procedures  and  policy.  Sections, 
such  as  the  one  on  terminology  (21  CFR 
25.15),  are  provided  to  ensure  that  FDA 
procedures  and  requirements  are  clear. 
The  requirements  of  FDA’s  present 
environmental  regulations  are  treated 


similarly  in  the  proposal  insofar  as  their 
being  consistent  with  the  CEQ 
regulations.  In  an  effort,  to  provide 
guidance  for  compliance  with  the 
regulations,  the  rationale  for  a  number 
of  requirements  has  been  incorporated 
into  the  proposal. 

Because  the  scope  of  this  proposal 
includes  each  area  now  subject  to  the 
existing  Part  25  and  also  provides 
terminology  and  supplemental 
procedures  consistent  with  the  CEQ 
regulations,  which  impose  mandatory 
requirements  for  Federal  agencies,  FDA 
will  follow  the  procedures  required  by 
this  proposal  pending  publication  of  the 
final  rule.  ’The  public  (e.g.,  applicants 
and  petitioners)  are  not  obligated  to 
follow  this  proposal  until  it  is  published 
as  a  final  rule.  However,  in  most  cases 
the  public  may  prefer  to  comply  with  the 
supplemental  guidance  and  procedures 
provided  in  this  proposal  in  addition  to 
the  binding  CEQ  regulations. 

Therefore,  under  the  Federal  Food. 
Drug,  and  Cosmetic  Act  (sec.  701,  52 
Stat.  1055-1056  as  amended  (21  U.S.C. 
371);  the  National  Environmental  Policy 
Act  of  1969  (sec.  102(2)(C),  83  Stat.  853 
(42  U.S.C.  4332)):  40  CFR  1500-1508  (43 
FR  55978-56007),  EO  11514  as  amended 
by  EO  11991;  and  EO  12114  of  January  4, 
1979;  and  under  authority  delegated  to 
the  Commissioner  of  Food  and  Drugs  (21 
CFR  5.1),  it  is  proposed  that  Part  25  be 
revised  to  read  as  follows: 

PART  25— ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

Subpart  A — General  Provisions 
Sec. 

25.1  Purpose. 

25.5  Policies. 

25.10  NEPA  planning. 

25.15  Terminology. 

Subpart  B— Agency  Actions  Requiring 
Environmental  Consideration 

25.20  General  procedures. 

25.21  Actions  requiring  preparation  of  an 
environmental  impact  statement. 

25.22  Actions  requiring  preparation  of  an 
environmental  assessment. 

25.23  Actions  that  are  exluded  from  the 
requirement  for  the  preparation  of  an 
environmental  assessement. 

25.24  Categorical  exlusions. 

25.25  Retroactive  environmental 
consideration. 

Subpart  C— Preparation  of  Environmental 
Documents 

25.30  Content  and  format. 

25.31  Environmental  assessment. 

25.32  Finding  of  no  significant  impact. 

25.33  Notice  of  intent. 

25.34  Draft,  final,  and  supplemental 
environmental  impact  statements. 
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Subpart  D— Agency  Decisionmaking 

Sec. 

25.40  Procedures  for  incorporating 
environmental  considerations  into 
agency  decisionmaking. 

25.41  Actions  for  which  an  environmental 
assessment  and  finding  of  no  significant 
impact  are  prepared. 

25.42  Actions  for  which  an  environmental 
impact  statement  is  prepared. 

Subpart  E— Other  Requirments 

25.50  Environmental  e^ect  abroad  of  major 
agency  actions. 

Authority. — Sec.  701,  52  Stat.  1055-1056  as 
amended  (21  U.S.C.  371):  sec.  102(2)(C),  83 
Stat.  B53  (42  U.S.C.  4332);  40  CFR  Parts  1500- 
1508  (43  FR  55978-56007);  Executive  Order 
11514  of  March  4, 1970  (35  FR  4247)  as 
amended  by  Executive  Order  11991  of  May 
24, 1977;  Executive  Order  12144  of  January  4, 
1979. 

Subpart  A— General  Provisions 
§  25.1  Purpose. 

(a)  The  Food  and  Drug  Administration 
(FDA)  recognizes  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  as  the  national  charter  for 
protection,  restoration,  and 
enhancement  of  the  environment.  NEPA 
establishes  policy,  sets  goals  (section 

101] ,  and  provides  procedures  (section 

102)  for  carrying  out  the  policy.  This  part 
supplements  the  regulations  for 
implementing  the  procedural  provisions 
of  NEPA,  which  were  published  by  the 
Council  on  Environmental  Quality 
(CEQ)  in  40  CFR  Parts  1500-1508.  This 
part  incorporates  the  CEQ  regulations. 

(b)  These  supplemental  procedures 
overlap  with  the  CEQ  regulations.  The 
overlap  is  necessary  to  highlight  items  of 
imporatance  for  FDA.  It  is  not  intended 
that  any  overlap  supersede  the  existing 
body  of  the  CEQ  regulations. 

(c)  These  supplemental  procedures 
provide  that;  (1)  Environmental 
information  is  to  be  available  to  the 
public  and  the  decisionmaker  before 
decisions  are  made  about  actions  that 
may  significantly  affect  the  human 
environment:  (2)  FDA  regulatory  actions 
are  to  be  supported  by  accurate 
scientific  analyses;  (3)  FDA-prepared 
environmental  documents  are  to  be 
available  for  public  scrutiny;  and  (4) 
environmental  documents  are  to 
concentrate  on  the  issues  that  are  timely 
and  significant  to  the  action  in  question 
rather  than  amassing  needless  detail.  • 

(d)  These  supplemental  procedures  for 
implementing  NEPA  are  intended  to 
ensure  that  environmental  consequences 
are  considered  in  decisionmaking,  as 
required  by  NEPA.  They  allow  FDA  to 
assist  individuals  and  non-Federal 
public  entities  to  take  actions  that 
protect  and  enhance  environmental 
quality. 


(e)  to  avoid  delays  in  decisionmaking, 
these  supplemental  procedures  made 
possible  the  early  identification  of 
actions  that  may  have  significant  efects 
on  the  quality  of  the  human 
environment. 

§25.5  Policies. 

All  FDA  policies  and  programs  will  be 
planned,  developed,  and  implemented 
so  as  to  achieve  the  policies  declared  by 
NEPA  and  to  satisfy  the  requirements  of 
the  CEQ  regulations  to  ensure 
responsible  stewardship  of  the 
environment  for  present  and  future 
generations. 

§  25.10  NEPA  planning. 

(a)  Environmental  impact 
consideration  is  an  integral  part  of 
FDA’s  regulatory  process.  The  process 
begins  when  FDA  receives  an 
environmental  assessment  from  an 
applicant  or  petitioner  or  when  FDA 
personnel  consult  with  applicants  or 
petitioners  requesting  FDA  action  on  the 
NEPA-related  aspects  of  their  request. 
FDA  also  may  issue  a  public  call  for 
environmental  data  or  otherwise  consult 
with  affected  individuals  or  groups 
when  a  contemplated  action  in  which  it 
is  or  may  be  involved  poses  potentially 
significant  environmental  impacts. 
Assessment  of  environmental  factors 
continues  throughout  planning  and  is 
integrated  with  other  program  planning 
at  the  earliest  possible  time.  FDA's 
assessment  of  environmental  factors 
included  the  identification  of  the 
environment  that  may  be  affected  by  the 
action,  the  evaluation  of  pertinent 
environmental  data,  and  the 
consideration  of  alternatives  consistent 
with  40  CFR  1502.14.  The  level  of  study 
committed  to  environmental  factors  is  to 
be  consistent  with  planning  objectives. 

(b)  FDA  will  be  the  lead  agency  for 
actions  under  programs  it  administers.  If 
an  action  affects  more  than  one  bureau, 
the  Commissioner  of  Food  and  Drugs 
will  designate  one  bureau  to  be 
responsible  for  the  preparation  of  any 
environmental  documentation  that  may 
be  required.  FDA,  as  lead  agency,  will 
coordinate  the  participation  of  ail 
concerned  agencies  in  developing  an 
environmental  impact  statement 
according  to  provisions  of  40  CFR 
1501.6(a). 

(c)  FDA  and  Federal  agencies  outside 
HEW  will  agree  which  will  be  the  lead 
agency  and  which  will  be  the 
cooperating  agencies  for  actions  under 
programs  not  administered  by  FDA.  If 
an  agreement  cannot  be  reached,  the 
procedures  contained  in  40  CFR 
1501.5(e]  will  be  followed. 

(d)  FDA  will  act  as  a  cooperating 
agency  if  requested.  FDA  may  request  to 


be  designated  a  cooperating  agency  if 
proposed  actions  may  affect  areas  of 
FDA  responsibility.  IDA,  as  a 
cooperating  agency,  will  comply  with 
the  requirements  of  40  CFR  1501.6(b)  to 
the  extent  possible,  depending  on 
priority  and  the  availablity  of  funds  and 
personnel. 

§  25.15  Terminology. 

(a)  Definitions  that  apply  to  the  terms 
used  in  this  part  are  set  forth  in  the  CEQ 
regulations  under  40  CFR  Part  1508.  The 
terms  and  the  sections  of  the  CEQ 
regulations  in  which  they  appear  are  as 
follows: 

(1)  Categorical  Exclusion  (4U  CFR  1508.4). 

(2)  Cooperating  Agency  (40  CFR  1508.5). 

(3)  Cumulative  Impact  (40  CFR  1508.7). 

(4)  Effects  (40  CFR  1508.8). 

(5)  Environmental  Assessment  (40  CFR 

1508.9) . 

(6)  Environmental  Document  (40  CFR 

1508.10) . 

(7)  Environmental  Impact  Statement  (40  CFR 

1508.11) . 

(8)  Federal  Agency  (40  CFR  1508.12). 

(9)  Finding  of  No  Significant  Impact  (40  CFR 

1508.13). 

(10)  Human  Environment  (40  CFR  1508.14). 

(11)  Lead  Agency  (40  CFR  1508.16). 

(12)  Legislation.  (40  CFR  1508.17). 

(13)  Major  Federal  Action  (4  CFR  1508.18). 

(14)  Mitigation  (40  CFR  1508.20). 

(15)  NEPA  Process  (40  CFR  1508.21). 

(16)  Notice  of  Intent  (4  CFR  1508.22). 

(17)  Proposal  (40  CFR  1508.23). 

(18)  Scope  (40  CFR  1508.25). 

(19)  Significantly  (40  CFR  1508.27). 

(b)  The  following  terms  are  defined 
solely  for  the  purpose  of  implementing 
the  supplemental  procedures  provided 
by  this  part  and  are  not  necessarily 
applicable  to  any  other  statutory  or 
regulatory  requirements: 

(1)  "Agency"  means  the  U.S.  Food  and 
Drug  Administration  (FDA). 

(2)  “Emissions  requirements"  specifies 
the  limits  on  the  quantities  of  pollutants 
allowed  to  be  released  into  the  work 
place  and  the  area  outside  a  production 
site  or  facility.  These  requirements  or 
standards  are  set  and  enforced  by  local. 
State,  and  Federal  (e.g..  Environmental 
Protection  Agency,  Occupational  Safety 
and  Health  Administration)  government 
components. 

(3)  “Frequency  of  use"  means  the 
number  of  times  a  product  is  used  in  a 
given  period  of  time  as  specified  by  the 
directions  for  use  or  label  of  the  product. 
“Continuous  use”  means  the  product  is 
intended  to  be  used  without  interruption 
on  a  daily  basis  or  for  extended  periods 
of  time.  For  example,  directions  for  use 
for  animal  drugs  and  feed  additives  are 
often  continuous  and  include  those  for 
the  “control  of’  and  “prevention  of’ 
diseases,  “increased  rate  of  weight 
gain^’’  “growth  promotion,’’  “increased 
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feed  efficiency,”  and  “improved 
pigmentation.”  “Noncontinuous  use” 
means  the  product  is  used  only  on  an 
infrequent,  interrupted,  or  unscheduled 
basis.  For  example,  directions  for  use  for 
animal  drugs  and  feed  additives  are 
often  noncontinuous  and  include  those 
“for  treatment  of’  or  “for  diagnosis  of’ 
diseases. 

(4)  “Mode  of  administration”  means 
the  condition  under  which  the  product  is 
used.  For  animals,  when  the  product  is 
used  after  a  few  individuals  in  a  herd  or 
flock  have  been  diagnosed  and 
segregated  for  receiving  the  product, 
then  the  mode  of  administration  is 
termed  “individual  basis.”  Products 
administered  on  an  “individual  basis” 
are  generally  marketed  and  used  in 
small  quantities,  and  the  proportion  of 
the  population  receiving  die  product  is 
small.  Other  products  are  used, 
generally  without  diagnosis  of 
individuals,  on  whole  populations  of 
animals.  This  mode  of  administration  is 
termed  “whole  population.”  An  example 
of  a  “whole  population”  product  would 
be  an  anthelminthic  drug  (wormer)  for 
swine,  which  is  generally  administered 
because  it  is  probable  that  the  animals 
are  infected,  even  though  they  have  not 
been  diagnosed. 

(5)  “Production”  includes 
manufacture,  processing  (including 
reprocessing],  and  packaging  operations 
for  items  to  be  introduced  into  the 
marketplace. 

(6)  “Responsible  agency  official” 
means  the  agency  decisionmaker 
designated  in  Part  5  of  this  chapter,  the 
Commissioner  of  Food  and  Dings  or  the 
Commissioner’s  designated 
representative. 

(7)  “Toxic  substance”  means  any 
substance  that  is  harmful  to  some 
biological  mechanism  or  system.  A 
substance  is  considered  to  be  toxic  if, 
based  on  the  data  available  to  the 
agency,  it  is  harmful  to  any  organism  at 
expected  environmental  concentration 
even  though  it  may  be  relatively 
harmless  to  man  or  other  organisms  and 
may  even  be  used  by  man  because  of  its 
toxic  properties.  A  substance  is 
considered  to  be  toxic  if  the  maximum 
concentration  of  the  substance  at  any 
point  in  the  environment  (i.e.,  either  at 
any  point  of  entry  or  any  point  where 
higher  concentrations  are  expected  as  a 
result  of  bioaccumulation  or  other  types 
of  concentration  processes]  exceeds  the 
concentration  of  the  substance  that 
causes  any  effect  in  a  test  organism 
(minimum  effect  level]  or  exceeds  Vioo 
of  the  concentration  that  causes  50 
percent  mortality  in  a  test  organism, 
whichever  concentration  is  less. 


Subpart  B— Agency  Actions  Requiring 
Environmental  Consideration 

§  25.20  General  procedures. 

(a]  These  procedures  apply  to  all  FDA 
actions  that  are  not  covered  by 
environmental  documents  prepared 
under  environmental  regulations 
previously  in  effect. 

(b]  All  agency  actions  are  subject  to 
environmental  consideration.  Actions 
are  individually  examined  for  potential 
environmental  impact  unless  excluded 
as  a  class  by  categorical  exclusions 
under  §  25.24. 

§  25.21  Actions  requiring  preparation  of 
an  environmental  impact  statement 

(a]  There  are  no  categories  of  agency 
actions  that  usually  have  a  significant 
impact  upon  the  quality  of  the  human 
environment  and  therefore  would 
normally  require  the  preparation  of  an 
environmental  impact  statement 

(b)  Environmental  impact  statements 
are  prepared  for  agency  actions  when: 

(1]  Evaluation  of  data  in  an 
environmental  assessment  leads  to  a 
finding  by  the  responsible  agency 
official  that  a  proposed  action  will  have 
a  significant  impact  upon  the  quality  of 
the  human  environment. 

(2]  Initial  evaluation  by  the 
responsible  agency  official  of  any 
action,  including  any  action  for  which 
an  environmental  assessment  would 
otherwise  be  required,  establishes  that 
significant  environmental  effects  may  be 
associated  with  one  or  more  of  the 
courses  of  action  being  considered  for 
proposal. 

§  25.22  Actions  requiring  preparation  of 
an  environmental  assessment. 

(а]  Proposed  actions  of  the  types 
specified  in  this  paragraph  (a](l]  through 
(18]  normally  required  the  preparation  of 
an  environmental  assessment,  unless 
they  qualify  for  categorical  exclusion 
under  §  §  25.23  and  25.24: 

(1]  Major  recommendations  or  reports 
made  to  Congress  on  proposals  for 
legislation  in  instances  where  the 
agency  has  primary  responsibility  for 
the  subject  matter  involved. 

(2]  Destruction  of  articles  condemned 
after  seizure  or  whose  distribution  or 
use  has  been  enjoined. 

(3]  Destruction  of  articles  following 
detention  or  recall  at  agency  request. 

(4]  Disposition  of  Food  and  Drug 
Administration  (FDA]  laboratory  waste 
materials. 

(5]  Approval  or  issuance  of  licenses 
for  biological  products. 

(б]  Establishment  by  regulation  of 
labeling  or  other  requirements  for 
marketing  articles  other  than  through 


any  of  the  other  types  of  actions 
specified  in  this  paragraph. 

(7]  Establishment  by  regulation  of 
standards  for  articles. 

(8]  Approval  of  new  drug  and 
abbreviated  new  drug  applications. 

(9]  Approval  of  new  animal  drug 
applications  and  supplements  and 
amendments  to  new  animal  drug 
applications. 

(10]  Approval  of  requests  to  provide 
for  certification  of  new  antibiotic  drugs 
(antibiotic  form  5  or  6]. 

(11]  Approval  of  food  additive 
petitions. 

(12]  Approval  of  color  additive 
petitions. 

(13]  Withdrawal  of  approval  of  drugs. 
Class  III  devices,  food  or  color 
additives,  and  biological  products. 

(14]  Amendments  or  exemptions  with 
respect  to  existing  regulations  and 
approval  of  supplements  to  existing 
approvals. 

(15]  Establishment  of  tolerances  or 
action  levels  for  unavoidable  posionous 
or  deleterious  substances  in  food  for 
human  consumption  or  in  packaging 
n^aterials  to  be  used  for  food  for  human 
consumption. 

(16]  Approval  of  premarketing 
approval  applications  or  declaration 
that  product  development  protocols 
have  been  completed  for  Class  III 
medical  devices. 

(17]  Actions  other  than  those  listed  in 
paragraph  (a](l]  through  (16]  of  this 
section,  except  those  subject  to 
categorical  exclusion  under  §§  25.23  and 

25.24,  that  could  significantly  affect  the 
quality  of  the  human  environment. 

(b]  A  person  who  submits  an 
application  or  petition  requesting  action 
by  the  agency  of  a  type  specified  in 
paragraph  (a]  of  this  section  shall 
include  an  environmental  assessment  of 
the  requested  action  in  the  format 
prescribed  in  §  25.31,  unless  the  action 
qualifies  for  categorical  exclusion  under 
§  §  25.23  and  25.24.  Failure  to  submit  an 
adequate  environmental  assessment  in 
an  application  or  petition  if  one  is 
required  shall  be  sufficient  grounds  to 
refuse  to  accept  or  file  the  application  or 
petition. 

(c]  A  manufacturer,  distributor,  or 
dealer  who  proposes  to  {lestroy  or 
otherwise  dispose  of  a  food,  drug, 
cosmetic,  device,  or  electronic  product 
that  has  been  condemned,  detained, 
recalled,  or  whose  distribution  or  use 
has  been  enjoined  shall  submit  to  the 
agency  an  environmental  assessment  in 
the  format  prescribed  in  §  25.31 
analyzing  the  environmental  impact  of 
the  proposed  disposition  of  such  article, 
unless  the  action  qualifies  for 
categorical  exclusion  under  §  §  25.23  and 

25.24. 
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(d)  The  responsible  agency  official 
will  evaluate  the  information  contained 
in  the  environmental  assessment  to 
determine  whether  it  is  accurate, 
whether  the  proposed  action  will  have  a 
significant  effect  on  the  quality  of  the 
human  environment  and  whether  an 
environmental  impact  statement  (EiS) 
will  be  prepared.  FDA  is  responsible  for 
assuring  the  accuracy  of  the 
environmental  assessment,  as  required 
by  40  CFR  1506.5(b).  When  significant 
effects  requiring  the  preparation  of  an 
environmental  impact  statement  are 
identified,  a  “Notice  of  Intent"  to 
prepare  an  EIS  will  be  published  in  the 
Federal  Register.  When  signiHcant 
effects  requiring  the  preparation  of  an 
environmental  impact  statement  are  not 
present  and  the  decision  is  made  not  to 
prepare  an  EIS,  the  responsible  agency 
official  will  prepare  a  “Finding  of  No 
Significant  Impact.” 

§  25.23  Actions  that  are  excluded  from 
the  requirement  for  the  preparation  of  an 
environmental  assessment 

(a)  Actions  of  a  type  that  individually 
or  cumulatively  have  been  determined 
under  §  25.24  not  to  have  a  significant 
impact  on  the  quality  of  the  human 
environment  do  not  normally  require  the 
preparation  of  an  environmental 
assessment  or  an  environmental  impact 
statement.  In  extraordinary 
circumstances  the  preparation  of  an 
environmental  assessment  may  be 
required  under  paragraph  (b)  of  this 
section  for  specific  actions. 

(b)  An  environmental  assessment  will 
be  required  for  any  specific  action, 
normally  excluded,  if  there  is  sufficient 
evidence  available  to  the  agency  to 
establish  that  the  proposed  action  may 
have  significant  environmental  effects. 

(c)  An  applicant  or  petitioner 
requesting  action  of  a  type  subject  to 
categorical  exclusion  under  §  25.24  is 
not  required  to  submit  an  environmental 
assessment  if  the  applicant  or  petitioner 
specifies  the  provision  of  this  part  that 
exempts  the  action  from  the  requirement 
for  an  environmental  assessment  and 
provides  information  that  establishes  to 
the  agency’s  satisfaction  that  the  action 
requested  is  included  within  an 
excluded  category  and  meets  the  criteria 
for  the  applicable  categorical  exclusion. 

(d)  If  an  applicant  or  petitioner  fails  to 
specify  the  provision  of  this  part  that 
exempts  the  action  from  the  requirement 
for  an  environmental  assessment  or  fails 
to  provide  sufficient  information  to 
establish  that  the  requested  action  is 
subject  to  a  categorical  exclusion  imder 
§  25.24,  the  agency  may  refuse  to  accept 
or  file  the  application  or  petition. 


§  25.24  Categorical  exclusions. 

(a)  General  actions  belonging  to  any 
of  the  classes  designated  in  paragraph 

(b)  of  this  section  as  categorical 
exclusions  normally  do  not  require  the 
preparation  of  an  environmental 
assessment  because,  as  a  class,  they 
will  not  result  in  the  production  or 
distribution  of  any  substance  and, 
therefore,  will  not  result  in  the 
introduction  of  any  substance  into  the 
environment.  Actions  belonging  to  any 
of  the  classes  designated  in  paragraph 

(c)  of  this  section  as  categorical 
exclusions  normally  do  not  require  the 
preparation  of  an  environmental 
assessment  because,  as  a  class,  they  are 
routine  maintenance  or  minor 
construction  activities  conducted  or 
contracted  for  by  the  Food  and  Drug 
Administration  (FDA).  Actions 
belonging  to  any  of  the  classes 
designated  in  paragraph  (d)  of  this 
section  as  categorical  exclusions 
normally  do  not  require  the  preparation 
of  an  environmental  assessment 
because  they  meet  specific  criteria  that 
are  intended  to  ensure  that  they  will  not 
cause  significant  environmental  effects. 

(b)  Actions  of  any  of  the  folllowing 
classes  are  categorically  excluded: 

(1)  Routine  administrative  and 
management  activities,  including  action 
on  personnel  matters;  provision  of  legal 
services;  conduct  of  public  affairs 
activities,  program  evaluations,  or 
inspections;  issuance  of  field 
compliance  programs,  program  circulars, 
as  investigative  Held  assignments. 

(2)  Recommendation  for  enforcement 
action  to  be  initiated  in  a  Federal  court. 

(3)  Data  processing  and  systems 
analysis. 

(4)  Liaison  functions  with  other 
Federal,  State,  and  local  government 
agencies,  foreign  governments,  the 
public,  and  industrial  firms  or 
organizations. 

(5)  Exchange  of  technical  assistance 
with  other  Federal.  State,  and  local 
government  agencies,  foreign 
governments,  and  the  public. 

(6)  Promulgation  of  an  interim  food 
additive  regulation. 

(7)  Extramural  contracts,  grants  or 
other  agreements  for  statistical  and 
epidemiological  studies,  surveys  and 
inventories,  literature  searches,  and 
report  and  manual  preparation,  or  any 
other  studies  meeting  the  criteria 
specified  in  paragraph  (a)  of  this  section; 

(8)  Training  grants  and  contracts. 

(9)  Publication  of  notices  in  the 
Federal  Register. 

(10)  Agency  requests  for  the  initiation 
of  recalls. 

(11)  Activities  of  voluntary  Federal- 
State  cooperative  programs,  including 


issuance  of  model  regulations  proposed 
for  state  adoption. 

(12)  Issuance  of  procedural  or 
administrative  regulations. 

(13)  Issuance,  amendment,  or  repeal  of 
standards  for  foods,  class  II  devices, 
and  radiological  products  or  variances 
from  standards  for  radiological 
products. 

(14)  Testing  and  certiHcation  of 
batches  of  colors,  antibiotics,  or  insulin. 

(15)  Establishment  of  action  levels  for 
natural  or  unavoidable  defects  in  food 
for  human  use  that  present  no  health 
hazard  (pursuant  to  section  402(a)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act). 

(16)  Changes  in  new  drug  applications 
(NDA)  and  new  animal  drug 
applications  (NADA)  described  in 

§§  314.8(a)(5)  and  514.8(a)(5)  of  this 
chapter,  respectively. 

(17)  Ptomulgation  of  regulations 
governing  the  submission  of  a  “Notice  of 
Claimed  Investigational  Exemption  for 
New  Drug”  (IND),  “Notice  of  Claimed 
Investigational  ^emption  for  New 
Animal  Drug”  (INAD),  or 
“Investigational  Device  Exemption” 
(IDE). 

(18)  Approval  of  an  animal  feed 
bearing  or  containing  a  drug  approved 
under  the  provisions  of  §  514.2  of  §  514.9 
of  this  chapter. 

(19)  Device  premarket  notifications 
and  submissions. 

(20)  Reclassification  of  devices  imder 
Subpart  C  of  Part  860  of  this  chapter. 

(21)  License  applications  for 
transfusable  blood  and  blood  products. 

(22)  Corrections  and  technical 
changes  to  regulations,  including  those 
providing  for  certification  of  antibiotic 
and  antibiotic-containing  drugs. 

(c)  Actions  of  any  of  the  follow  ing 
classes  are  categorically  excluded: 

(1)  Repair  to  or  replacement  of 
equipment  or  structural  components 
(door,  roof,  window,  etc.)  of  facilities 
controlled  by  FDA. 

(2)  Lease  extensions,  renewals,  or 
succeeding  leases. 

(3)  Construction  or  lease  construction 
of  10,000  square  feet  or  less  of 
occupiable  space. 

(4)  Relocation  of  employees  into 
existing  owned  or  currently  leased  office 
space. 

(d)  Actions  of  any  of  the  following 
classes  are  categorically  excluded; 

(1)  Approval  of  an  NADA  or 
supplemental  NADA  for  a  previously 
approved  animal  drug  of  the  following 
types  if  the  drug  product  will  not  be 
administered  at  higher  dosage  levels,  for 
longer  duration  or  for  different 
indications  than  were  previously  in 
effect;  and,  if  data  available  to  the 
agency  do  not  establish  that  the 
substance  may  be  toxic  to  organisms  in 
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the  environment  at  the  expected  level  of 
exposure: 

(1)  An  animal  drug  to  be  distributed 
under  conditions  of  approval  of  a 
previously  approved  animal  drug; 

(ii)  A  combination  of  previously 
approved  animal  drugs; 

(iii)  A  new  premix  for  a  previously 
approved  animal  drug; 

(iv)  Changes  specified  in  §  514.8(d)  of 
this  chapter;  and 

(v)  Approval  for  additional 
distributors  of  a  previously  approved 
animal  drug. 

(2)  Withdrawal  of  NDA’s  and  NADA’s 
when  the  drug  is  no  longer  being 
marketed  or  at  the  request  of  the 
application  holder. 

(3)  Promulgation  of  an  animal  drug 
monograph  if  the  monograph  will  not 
permit  the  animal  drug  that  is  the 
subject  of  the  monograph  to  be 
administered  at  higher  dosage  levels,  for 
longer  duration,  or  for  significantly 
different  indications  that  were 
previously  in  effect. 

(4)  Approval  of  a  request  for  diversion 
of  adulterated  or  misbranded  human 
food  or  animal  feed  to  use  as  animal 
feed  if  such  disposition  of  the  article, 
including  packaging  material,  will  not 
result  in  the  release  of  a  toxic  substance 
into  the  environment. 

(5)  Approval  of  a  color  additive 
petition  to  change  a  provisional  listing 
to  permanent  listing  if  the  additive  is 
already  marketed  for  the  petitioned  use 
and  data  available  to  the  agency  do  not 
establish  that  is  may  be  toxic  to 
organisms  in  the  environment  at  the 
expected  levels  of  exposure. 

(6)  Affirmation  of  or  approval  of  a 
petition  for  affirmation  that  a  substance 
is  generally  recognized  as  safe  (GRAS) 
for  humans  and  animals  under  Part  182, 
184,  or  582  of  this  chapter  if  the 
substance  is  already  marketed  for  the 
use  for  which  affirmation  is  sought  and 
data  available  to  the  agency  do  not 
establish  that  the  substance  may  be 
toxic  to  organisms  in  the  environment  at 
the  expected  levels  of  exposure. 

(7)  I^omulgation  of  regulations 
relating  to  the  control  of  communicable 
disease  and  to  interstate  conveyance 
sanitation  unden 

(i)  Part  1240  of  this  chapter  if  the 
method  of  destruction  or  disposition  of 
any  article,  including  packaging 
material,  does  not  result  in  the  release  of 
a  toxic  substance  into  the  environment; 
or 

(ii)  Part  1250  of  this  chapter. 

(8)  Approval  of  a  supplement  or 
amendment  to  an  NDA  for  any  of  the 
types  of  changes  specified  in  §  314.8(d) 
of  this  chapter  if  the  proposed  approval 
provides  that  the  drug  will  not  be 
administered  at  higher  dosage  levels,  for 


longer  duration,  or  for  different 
indications  than  were  previously  in 
effect. 

(9)  Promulgation  of  a  monograph  for  a 
“not  new”  d^.  antibiotic  drug,  over- 
the-counter  (OTC)  drug,  or  in  vitro 
diagnostic  product  if  the  proposed 
monograph  will  not  permit  the  article  to 
be  administered  at  higher  dosage  levels, 
for  longer  duration,  or  for  significantly 
different  indications  than  were 
previously  in  effect. 

(10)  Promulgation  of  additional 
standards  for  licensed  biological 
products  or  amendment  to  licenses  for 
biological  products  if  there  is  no  change 
in  the  existing  levels  of  use  or  intended 
uses  for  the  product. 

(11)  Destruction  or  disposal  of  articles 
condemned  after  seizure  or  whose 
distribution  or  use  has  been  enjoined  or 
following  detention  or  recall  at  agency 
request  if  the  method  of  destruction  or 
disposition  of  any  article,  including 
padcaging  material,  will  not  result  in  the 
release  of  a  toxic  substance  into  the 
environment. 

(12)  Promulgation  of  current  good 
manufacturing  practices  regulations 
(CGMPR’s),  emergency  permit  control 
regulations,  and  permits,  exemptions,  or 
variances  issued  imder  these  regulations 
if  there  is  no  change  in  the  existing  uses 
of  the  product  and  if  there  is  no  increase 
in  the  quantities  or  toxicity  of  wastes 
entering  the  environment  as  a  direct  or 
indirect  result  of  the  action. 

(13)  Establishment  by  regulation  of 
labeling  requirements  for  marketing 
articles  if  there  will  be  no  increase  in 
the  existing  levels  of  use  or  change  in 
the  intended  uses  of  the  product  or  its 
substitutes. 

(14)  Pi'omulgation  of  good  laboratory 
practice  (GLP)  regulations  if  there  is  no 
increase  in  the  quantities  or  toxicity  of 
wastes  entering  the  environment  as  a 
direct  or  indirect  result  of  the  action. 

(15)  Action  on  a  “Notice  of  Claimed 
Investigational  Exemption  for  New 
Drug"  (IND),  “Notice  of  Claimed 
Investigational  Exemption  for  New 
Animal  Drug"  (INAD),  or 
“Investigational  Device  Exemption" 
(IDE)  if  the  drug  or  device  shipped  under 
such  notices  is  intended  to  be  used  for 
clinical  studies  or  research  in  which 
waste  will  be  controlled  or  the  amount 
of  waste  be  expected  to  enter  the 
environment  may  reasonably  expected 
to  be  nontoxic. 

(16)  Extramural  contracts,  grants,  and 
other  agreements  for  research  to 
develop  analytical  methods  or  other  test 
methodologies  if  the  waste  from  such 
research  will  be  controlled  or  the 
amount  of  waste  expected  to  enter  the 
environment  may  reasonably  be 
expected  to  be  nontoxic. 


§  25.25  Retroactive  environmental 
consideration. 

(a)  The  need  for  preparing  an 
environmental  impact  statement  for 
existing  regulations  or  approvals  of  any 
of  the  types  specified  in  §  §  25.21  through 
25.24  that  have  not  previously  received 
environmental  analysis  shall  be 
considered  when  such  consideration  is 
necessary  to  the  consideration  of  the 
environmental  effects  of  an  amendment, 
supplement,  or  exemption  proposed  with 
respect  to  such  a  regulation  or  approval. 
Environmental  documents  prepared  on 
existing  regulations  under  this 
paragraph  may  govern  classes  of 
existing  regulations  as  well  as  existing 
individual  regulations.  For  existing 
regulations  or  approvals  for  which  an 
amendment,  supplement,  exemption,  or 
any  other  action  based  on  existing 
approvals  is  proposed: 

(1)  The  current  applicant  or  petitioner 
shall  submit  an  environmental 
assessment  as  described  by  §  25.31  with 
respect  to  the  existing  regulation  or 
approval  if  notified  by  the  agency  in 
writing  that  one  is  required. 

(2)  Any  applicant  or  petitioner  who 
initiated  the  existing  regulation,  if 
different  from  the  current  applicant  of 
petitioner,  and  other  persons  governed 
by  such  regulations  or  approvals  shall 
submit  an  environmental  assessment  as 
described  by  §  25.31  with  respect  to  the 
existing  regulation  or  approval  if 
notified  by  the  agency  in  writing  that 
one  is  required. 

(b)  The  need  for  preparing  an 
environmental  impact  statement  for 
existing  regulations  or  approvals  of  any 
of  the  types  speciHed  in  §  §  25.21  through 
25.24,  whether  or  not  previously  subject 
to  environmental  analysis,  may  be 
considered  by  the  agency  when  an 
amendment,  supplement,  or  exemption 
is  proposed  with  respect  to  such 
regulation  or  approval  or  there  is  new 
information  before  the  agency  with 
respect  to  the  environmental  effects  of 
such  regulation  or  approval. 

Subpart  C— Preparation  of 
Environmental  Documents 

§  25.30  Content  and  format. 

(a)  Sections  25.31  through  25.34 
describe  the  environmental  documents 
that  may  be  required  in  the  course  of  the 
agency's  consideration  of  the 
environmental  aspects  of  an  action, 
their  purpose,  contents  and  format,  and 
the  relationships  of  these  documents  to 
each  other.  Additional  information 
concerning  the  nature  and  scope  of 
information  required  to  be  submitted  in 
environmental  documents  by  an 
applicant  or  petitioner  may  be  obtained 
from  the  bureau  or  other  ofbce  of  the 
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agency  having  responsibility  for  the 
action  that  is  the  subject  of  the 
environmental  evaluation. 

(b)  Data  and  information  that  are 
protected  from  disclosure  by  18  U.S.C. 
1905  or  21  U.S.C.  331(j)  shall  not  be 
included  in  environmental  documents 
prepared  under  this  Part  25.  When 
pertinent  to  the  environmental  review  of 
a  proposed  action,  such  information 
shall  be  submitted  separately  as  a 
confidential  section  of  the  application  or 
petition.  Such  information  shall  be 
referenced  in  the  environmental 
document  and  summarized  there  to  the 
extent  permissible. 

§  25.31  Environmental  assessment 

(a)  As  defined  by  the  Council  on 
Environmental  Quality  (CEQ)  in  40  CFR 
1508.9,  the  environmental  assessment  is 
the  public  document  in  which  the 
agency  evaluates  environmental  and 
other  pertinent  information  on  a 
proposed  action  for  the  purpose  of 
determining  whether  to  prepare  an 
environmental  impact  statement  or  a 
finding  of  no  significant  impact. 

(b)  An  environmental  assessment 
shall  be  prepared  in  the  following 
format 

Environmental  Assessment 

1.  Date: 

2.  Name  of  applicant/petitioner: 

3.  Address: 

4.  Description  of  the  proposed  actions: 
Driefly  describe  the  purpose  and  need  for  the 
action,  the  locations  where  the  action  and 
activities  consequent  to  the  action  will  occur, 
and  the  types  of  environments  present  at 
those  locations. 

5.  Introduction  of  substances  into  the 
environment:  Specify  to  the  extent  possible 
the  quantities  and  composition  of  substances 
expected  to  enter  the  environment  at  the  sites 
of  production,  use,  and/or  disposal  of 
products  affected  by  the  action.  The 
physical /chemical  characteristics,  locations 
and  duration  of  emissions,  the  controls 
exercised,  and  a  citation  of  and  statement  of 
compliance  with  applicable  emissions 
requirements  at  the  state,  local  and  Federal 
level  should  be  specified. 

6.  Fate  of  emitted  substances  in  the 
environment:  “Worst  case"  environmental 
concentrations  and  exposures  to  compounds 
entering  the  environment  as  a  consequence 
(direct  or  indirect)  of  the  action  shall  be 
predicted  for  the  following  environmental 
compartments,  including  when  possible  the 
area  (e.g.,  square  miles,  hectares,  etc.)  of  each 
compartment  affected,  and  consideration  of 
the  major  environmental  transport  and 
transformation  processes  involved: 

(a)  Air — taking  into  account  volatilization, 
photochemical  and  chemical  degradation, 
rainout,  dispersion,  etc.,  to  the  extent 
possible; 

(b)  Freshwater,  estuarine,  and  marine 
ecosystems — taking  into  accoimt  chemical 
and  biodegradation;  exchange  between  the 
water  column  and  sediments  via  adsorption/ 


desorption  processes;  accumulation  in 
plantlife,  plankton,  and  bsh  through 
bioconcentration,  excretion,  and 
decomposition  processes;  introductions  due 
to  rainfall:  losses  due  to  volatilization,  etc.; 

(c)  Terrestrial  ecosystems — taking  into 
account  chemical  and  biodegradation, 
adsorption/desorption  and  leaching  in  soils, 
bioaccumulation  in  animal  and  plantlife, 
inputs  due  to  rainfall,  losses  due  to 
volatilization,  eta 

7.  Effects  on  the  environment  of  released 
substances:  Given  the  information  developed 
on  the  introduction  (item  5)  and  fate  (item  6) 
of  substances  which  would  be  released  as  a 
consequence  of  an  action,  relevant 
toxicological  data,  worst  case  analyses,  or 
other  appropriate  methods  shall  be  used  to 
predict  effects,  including  chronic  and 
subchronic  effects  on  humans  and  other 
organisms  and  ecosystem-level  effects  in 
each  of  the  environmental  compartments 
listed  in  item  6. 

8.  Utilization  of  natural  resources  and 
energy:  Specify  the  natural  resources, 
including  land  use  and  energy,  used  to 
produce  a  given  amount  of  any  products 
which  are  the  subject  of  the  action,  including 
the  resources  and  energy  used  to  dispose  of 
wastes  generated,  as  a  consequence  of  the 
production,  use,  and/or  disposal  of  the 
product. 

9.  Disruptions  of  the  physical  environment; 
Describe  any  noise,  odors,  construction,  or 
other  disruptions  associated  directly  or 
indirectly  with  the  action. 

10.  Mitigation  measures:  Describe  measures 
taken  to  avoid  or  mitigate  potential  adverse 
environmental  effects  associated  with  the 
proposed  action. 

11.  Alternatives  to  the  proposed  action;  If 
potential  adverse  environmental  effects  have 
been  identified  for  the  proposed  action, 
describe  in  detail  the  environmental  impact 
of  all  reasonable  alternatives  (including  no 
action)  to  the  proposed  action,  particularly 
those  that  will  enhance  the  quality  of  the 
environment  and  avoid  some  or  aU  of  the 
adverse  environmental  effects  of  the 
proposed  action.  Discuss  in  detail  the 
environmental  benefits  and  risks  of  each 
such  alternative. 

12.  List  of  preparers:  Those  persons 
preparing  the  assessment  and  their  areas  of 
expertise  shall  be  presented.  Persons  and 
agencies  consulted  and  their  areas  of 
expertise  shall  also  be  listed. 

13.  CertiHcation:  The  undersigned  ofndal 
certifies  that  the  information  presented  is 
true,  accurate,  and  complete  to  the  best  of  the 
knowledge  of  the  tirm  or  agency  responsible 
for  preparation  of  the  environmental 
assessment. 


(Date) 


(Signature  of  responsible  official) 


(Title) 

14.  References:  List  complete  citations  for 
all  referenced  material.  Copies  of  referenced 
articles  not  generally  available  should  be 
attached. 

15.  Appendices;  (a)  Data  summary  charts 
(e.g.,  structural  formula,  vapor  pressure. 


water  solubility,  octanol/watcr  partition 
coefficient,  biodegradation  LC  m  half-life  for 
each  species  tested,  etc.) 

(b)  Test  reports  (for  each  <ixperiment: 
research  objective,  experiirental  design  and 
procedure,  all  data  relevant  to  interpretation 
of  the  test  result  given  in  item  15(a),  sample 
calculations,  and  statistical  analyses). 

(c)  Wherever  consistent  with  a 
reasonable  scientific  approach,  the 
existing  scientific  and  engineering 
literature,  chemical/physical  properties 
of  the  substances  released,  the  levels  of 
production  (environmental  introduction) 
and  any  other  existing  knowledge  shall 
be  used,  in  lieu  of  conducting  additional 
environmental  impact  studies.  Where 
such  studies  are  required  to  predict  the 
potential  environemental  impacts 
associated  with  a  proposed  action, 
applicants  and  petitioners  should 
consult  with  the  agency  to  determine  the 
most  efficient,  scientifically  sound 
approach  to  gather  the  needed 
information. 

(d)  To  the  extent  possible,  the 
environmental  impacts  associated  with 
the  entire  production-use-disposal  cycle 
(raw  materials  to  final  product  to 
disposal)  of  the  product(s)  which  is  the 
subject  of  a  requested  action  should  be 
addressed.  When  the  petitioner  or 
agency  responsible  for  supplying 
information  required  in  the 
environmental  assessment  has  no  direct 
control  over  some  aspect  of  the 
production-use-disposal  cycle,  it  will 
often  not  be  possible  to  directly  measure 
the  environmental  effects  associated 
with  those  aspects.  In  those  cases,  the 
scientific  and  engineering  literature  may 
be  used  to  develop  a  worst  case 
analysis  as  the  basis  for  predicting 
potential  environmental  eff^ects  of  the 
proposal  under  40  CFR  1502.22. 

(e)  The  agency  has  determined  that, 
for  the  following  actions,  only  the 
factors  specified  in  this  paragraph  are 
required  to  be  assessed  in  items  5,  6, 
and  /  of  the  environmental  assessment. 
Agency  evaluation  of  these  data  may 
require  that  additional  environmental 
information  applicable  to  items  5,  6.  or  7 
of  the  environmental  assessment  be 
gathered  and  assessed. 

(1)  For  the  approval  of  NADA’s  and 
supplements  and  amendments  to 
NADA’s  for  animal  drugs  intended  for 
use  under  prescription  or  veterinarian’s 
order,  for  treatment  of  a  disease,  for  use 
in  nonfood  animals,  for  opthalmic  or 
topical  application,  for  local  or  general 
anesthesia,  or  as  in  vitro  diagnostics,  the 
following  factors  are  required  to  be 
assessed: 

(i)  The  expected  environmental 
concentrations  of  the  product,  its 
metabolites  and  degradation  products 
resulting  from  the  use  of  the  product 
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based  on  the  frequency  of  use,  mode  of 
administration,  and  availability  of  the 
product;  and 

(ii)  Environmental  impacts  that  are 
expected  to  occur  at  the  site  of 
production  of  the  product. 

(2)  For  the  approval  of  food  additive 
petitions  for  substances  to  be  used  as 
minor  constituents  of  food-packaging 
material,  ^e  following  factors  are 
required  to  be  assessed: 

(i)  Whether  the  substance,  in  the 
quantities  that  will  enter  the 
environment  through  use  and  disposal, 
estimated  by  a  worst  case  analysis,  may 
reasonably  be  expected  to  be  a  toxic 
substance; 

(ii)  Whether  the  substance  will 
materially  change  the  potential  uses  or 
disposal  methods  of  the  packaging 
material  to  which  it  is  added; 

(iii)  Whether  the  substance  is  for  the 
same  use  as  another  additive  already  in 
use;  and 

(iv)  The  environmental  impacts  that 
are  expected  to  occur  at  the  site{s)  of 
production  of  the  food  additive  and  the 
packaging  material. 

(3)  For  approval  of  food  additives  to 
be  used  as  components  of  food-contact 
surfaces  of  permanent  or 
semipermanent  equipment  or  of  other 
food-contact  articles  intended  for 
repeated  use,  the  following  factors  are 
required  to  be  assessed; 

(i)  Whether  the  substance,  in  the 
quantities  that  will  enter  the 
environment  through  use  and  disposal, 
estimated  by  a  worst  case  analysis,  may 
reasonably  be  expected  to  be  a  toxic 
substance;  and 

(ii)  The  environmental  impacts  that 
are  expected  to  occur  at  the  site  of 
production. 

(4)  For  approval  of  NDA's  for  human 
drugs  intended  for  use  for  the 
prevention,  treatment,  or  diagnosis  of  a 
rare  disease  or  for  a  similarly  infrequent 
use;  for  opthalmic  or  topical  application: 
or  for  local  or  general  anesthesia,  the 
following  factors  are  required  to  be 
assessed: 

(i)  The  expected  environmental 
concentrations  of  the  product,  its 
metabolites,  and  degradation  products 
resulting  from  the  use  of  the  product 
based  on  the  frequency  of  use,  mode  of 
administration,  and  availability  of  the 
product;  and 

(ii)  Environmental  impacts  that  are 
expected  to  occur  at  the  site  of 
production  of  the  drug  product. 

(5)  For  approval  of  licenses  for 
biological  products  intended  for  the 
prevention,  treatment,  or  diagnosis  of  a 
rare  disease  or  for  a  similarly  infrequent 
use,  the  following  factors  are  required  to 
be  assessed: 


(i)  The  expected  environmental 
concentrations  of  the  product,  its 
metabolites  and  degradation  products 
resulting  from  the  use  of  the  product 
based  on  the  frequency  of  use,  mode  of 
administration,  and  availability  of  the 
product;  and 

(ii)  Environmental  impacts  that  are 
expected  to  occur  at  the  site  of 
production  of  the  product. 

(6)  When  the  agency  approves  or 
issues,  for  a  substance  that  occurs 
naturally  in  the  environment,  an  NDA, 
abbreviated  or  supplemental  NDA, 
NADA,  supplemental  NADA,  food  or 
color  additive  petition,  or  biological 
product  license,  the  following  factors  are 
required  to  be  assessed: 

(i)  Whether  the  substance,  its 
metabolites,  degradation  products,  and 
its  constituent  parts  may  reasonably  be 
considered  to  be  a  toxic  substance  in 
the  amoimts  used; 

(ii)  Whether  the  use  of  the  substance 
can  reasonably  be  expected  on  the  basis 
of  all  available  evidence  to  alter 
signiHcantly  the  prevalence  and/or 
distribution  of  the  substcirice,  its 
metabolites,  degradation  products,  or  its 
constituent  parts  in  the  environment: 
and 

(iii)  Environmental  impacts  that  are 
expected  to  occur  at  the  site  of 
production  of  the  product. 

(7)  For  withdrawal  of  approval  of 
drugs,  class  III  devices,  animal  drugs, 
food  or  color  additives,  and  biological 
products,  the  following  factors  are 
required  to  be  assessed: 

(i)  Whether  there  are  substitute 
products  or  components  for  the 
restricted  article;  and 

(ii)  The  environmental  impact  of 
increased  use  of  any  substitutes  for  the 
restricted  article  which  have  not  been 
considered  for  their  potential 
environmental  impacts  or  have  been 
previously  considered  by  the  agency 
and  found  to  cause  significant 
environmental  effects. 

(8)  For  approval  or  issuance  by  the 
agency  of  an  NDA.  abbreviated  and 
supplemental  NDA,  NADA, 
supplemental  NADA.  food  or  color 
additive  petition,  or  biological  product 
license  for  a  regulated  product  that  has 
received  approval  from  the 
Environmental  Protection  Agency  (EPA) 
under  section  4  or  5  of  the  Toxic 
Substances  Control  Act  (TSCA)  or 
under  the  Federal  Insecticide,  Fungicide, 
and  Rodenticide  Act  (FIFRA)  or  its 
amendments  for  a  use  similar  to  that 
proposed  under  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  the  following 
information  is  required: 

(i)  A  brief  description  and  summary  of 
results  of  each  study  submitted  to  EPA 
for  review  under  TSCA  or  FIFRA; 


(ii)  An  adequate  explanation  of  the 
basis  for  the  environmental  review 
performed  by  EPA  being  accepted  as 
sufficient  to  cover  the  environmental 
impact(s)  resulting  from  the  production, 
use,  and  disposal  of  the  product  for  its 
proposed  use  regulated  by  FDA;  and 

(iii)  A  description  of  any  potential 
environmental  impacts  determined  to  be 
adverse  by  EPA  and  how  these  are  to  be 
mitigated. 

(9)  For  extramural  contracts,  grants,  or 
other  agreements  subject  to 
environmental  assessment,  specific 
information  requirements  will  be 
provided  in  subsequent  guidelines  made 
available  to  prospective  contractors  and 
grantees. 

§  25.32  Finding  of  no  significant  impact 

(a)  As  defined  by  the  Council  on 
Environmental  Quality  regulation  (40 
CFR  1508.13),  this  document  includes  the 
environmental  assessment  and  a  Finding 
that  the  action  is  one  that  “will  not  have 
a  significant  effect  on  the  human 
environment  and  for  which  an 
environmental  impact  statement 
therefore  will  not  be  prepared.” 

(b)  The  Hnding  of  no  significant 
impact  will  be  prepared  by  the  agency 
as  appropriate  for  all  proposed  actions, 
including  those  for  which  an  applicant 
or  petititoner  has  prepared  the 
environmental  assessment. 

(c)  The  finding  of  no  significant 
impact  will  evaluate  the  information 
presented  in  the  environmental 
assessment  for  potential  environmental 
impacts,  for  its  accuracy,  and  to  identify 
any  unknowns  which  remain.  If  the 
environmental  assessment  has  been 
prepared  by  an  applicant  or  petitioner, 
the  agency  may  choose  to  include 
further  evidence  of  its  own  in  the  Hnding 
of  no  signifleant  impact. 

(d)  The  agency  official  responsible  for 
the  preparation  and  approval  of  the 
finding  of  no  significant  impact  will  sign 
the  document,  thereby  establishing  that 
the  official  approves  the  conclusion  not 
to  prepare  an  environmental  impact 
statement  for  the  action  under 
consideration. 

§  25.33  Notice  of  intent 

(a)  As  defined  by  the  Council  on 
Environmental  Quality  regulation  (40  ' 
CFR  1508.22)(  the  “Notice  of  Intent” 
notifies  the  public  that  the  agency  has 
determined  that  an  environmental 
impact  statement  (EIS)  will  be  prepared. 
This  determination  may  occur  after 
evaluation  of  the  information  contained 
in  an  environmental  assessment  or  if 
other  information  available  to  the 
agency  indicates  that  potentially 
significant  effects  may  be  associated 
with  a  proposed  action. 
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(b)  As  required  by  40  CFR  1508.22,  the 
"Notice  of  Intent"  will  describe  the 
proposed  action,  possible  alternatives, 
the  agency's  proposed  scoping  process 
(which  may  include  a  request  for 
information  or  suggestions  regarding  the 
scope  of  the  EIS  and  notice  of  public 
meetings),  and  the  identification  of 
persons  within  the  agency  to  contact  for 
further  information. 

§  25.34  Draft,  final,  and  supplemental 
impact  statements. 

(a)  The  Council  on  Environmental 
Quality  (CEQ)  regulations  (40  CFR  Part 
1502)  provide  detailed  requirements  for 
the  preparation  of  environmental  impact 
statements  (EIS). 

(b)  The  format  recommended  by  CEQ 
for  EIS’s  (40  CFR  1502.10)  will  be 
followed  unless  “the  agency  determines 
that  there  is  a  compelling  reason  to  do 
otherwise.” 

(c)  When  chemical  substances  enter 
the  environment  as  a  result  of  a 
proposed  action  or  other  alternatives, 
the  portion  of  the  EIS  format 
“Environmental  Consequences”  (40  CFR 
1502.10(g))  will  include  discussions  of 
the  routes  of  environmental  fate  and 
effects  of  those  substances  similar  to 
that  described  in  §  25.31. 

(d)  Final  EIS’s  will  contain  revisions 
and  corrections  resulting  from  comment 
or  additional  information  gathered  by 
the  agency  subsequent  to  the 
publication  of  the  draft  EIS  and  will 
contain  the  comments  received  on  the 
draft  and  agency  responses  as  required 
in  40  CF’R  Part  1503. 

(e)  Supplemental  EIS’s  will  conform  to 
the  EIS  format  (40  CFR  1502.10)  when 
this  is  consistent  with  the  concise 
presentation  of  changes,  revisions,  or 
clarification  of  issues  raised  after  the 
publication  of  a  final  EIS. 

Subpart  D— Agency  Decisionmaking 

§  25.40  Procedures  for  incorporating 
environmental  considerations  into  agency 
decisionmaking. 

(a)  These  procedures  are  to  ensure 
that  environmental  information  is 
provided  to  decisionmakers  in  a  timely 
manner.  The  National  Environmental 
Policy  Act  of  1969  (NEPA)  process  is  an 
integral  part  of  the  Food  and  Drug 
Administration  (FDA)  decisionmaking 
(Fig.  1): 
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Agency  decisionmakers  ensure  that  the 
policies  and  purpose  of  NEPA  and  CEQ 
regulations  are  complied  within  FDA 
decisionmaking  by: 

I  (1)  Completing  an  environmental 
assessment  and  determining  whether  an 
environmental  impact  statement  (EIS)  is 
required  before  deciding  to  propose  an 
action  subject  to  §  25.22. 

I  (2)  Including  in  decision  documents 
and  supporting  environmental 
documents  a  discussion  of  all 
alternatives  considered  in  the  decision. 
Every  action  memorandum  proposing  an 
agency  action  included  under  §  25.21  or 
§  25.22  will  contain  an  evaluation  of  the 
environmental  impact  of  the  proposed 
action  and  will  be  accompanied  by  a 
draft  or  final  EIS  if  one  is  required. 

(3)  Submitting  relevant  environmental 
documents,  comments,  and  responses 
with  other  decision  documents  through 
the  review  process. 

(4)  Including  in  the  record  of  formal 
rulemaking  or  adjudicatory  proceedings 
relevant  environmental  documents, 
comments,  and  responses. 

(5)  Completing  and  circulating  a  final 
environmental  impact  statement  before 
the  decision  to  implement  an  action  that 
may  significantly  affect  the  quality  of 
the  human  environment. 

(b)  There  are  certain  regulatory 
actions  which,  because  of  their 
immediate  importance  to  the  public 
health,  make  adherence  to  the 
requirements  of  the  CEQ  regulations  and 
these  regulations  concerning  minimum 
periods  of  public  review  impractical. 
Compliance  with  the  requirements  for 
environmental  analysis  under  NEPA  is 
impossible  where  emergency 
circumstances  require  immediate 
regulatory  action  to  safeguard  the  public 
health.  For  such  actions,  the  responsible 
agency  official  may  consult  with  the 
CEQ  about  alternative  arrangements  in 
the  manner  prescribed  by  40  CFR 
1506.11. 

(c]  Certain  FDA  actions  are  subject  to 
statutorily  prescribed  time  limits,  which 
sometimes  do  not  provide  sufficient  time 
to  complete  the  required  environmental 
document.  Should  the  responsible 
agency  official  be  unable  to  complete 
environmental  consideration  of  the 
proposed  action  before  the  notice  of 
filing  is  required  to  be  published  and  the 
subsequent  environmental  analysis 
leads  to  the  conclusion  that  no  EIS  is 
necessary,  the  Federal  Register 
document  publishing  the  regulation 
rather  than  the  notice  of  filing  shall  state 
that  no  EIS  is  necessary  and  that  the 
environmental  assessment  is  available 
upon  request  and  filed  in  the  FDA 
Hearing  Clerk’s  office. 


§  25.41  Actions  for  which  an 
environmentai  assessment  and  finding  of 
no  significant  impact  are  prepared. 

(a)  An  environmental  assessment  and 
finding  of  no  signiHcant  impact  are 
prepared  for  an  individual  action  or 
group  of  related  actions  that  are  not 
expected  to  significantly  affect  the 
quality  of  the  human  environment.  If 
potentially  adverse  environmental 
impacts  are  identified  for  an  action  or 
group  of  related  actions,  the  assessment 
will  include  a  consideration  of 
alternative  courses  of  action.  In  these 
cases,  any  reasonable  alternative 
courses  of  action  that  offer  less 
environmental  risk  or  that  are 
environmentally  preferable  to  the 
proposed  action  are  considered  under  40 
CFR  1502.14(a). 

(b)  Environmental  assessments  and 
findings  of  no  significant  impact  will  be 
available  to  the  public  as  follows: 

(1)  When  the  proposed  action  is  the 
subject  of  a  notice  of  proposed 
rulemaking  or  a  notice  of  filing 
published  in  the  Federal  Register,  the 
notice  shall  state  that  no  environmental 
impact  statement  is  necessary  and  that 
the  finding  of  no  significant  impact, 
including  the  environmental  assessment, 
is  available  for  public  inspection  at  the 
Food  and  Drug  Administration  Hearing 
Clerk’s  office. 

(2)  When  the  proposed  action  involves 
destruction  of  condemned,  detained, 
recalled  articles,  articles  whose 
distribution  or  use  has  been  enjoined,  or 
disposition  of  Food  and  Drug 
Administration  laboratory  waste 
materials,  the  agency  will  observe 
disposal  guidelines  consistent  with 
Federal,  State,  and  local  regulations 
applicable  on  a  case-by-case  basis.  The 
environmental  assessments  prepared  for 
such  actions  shall  be  available  upon 
request. 

(3)  For  actions  for  which  notice  is  not 
published  in  the  Federal  Register,  the 
finding  of  no  significant  impact, 
including  the  environmental  assessment, 
shall  be  made  available  to  the  public 
upon  request  according  to  the 
procedures  in  40  CFR  1506.6. 

(4)  For  a  limited  number  of  actions, 
the  agency  may  file  the  finding  of  no 
significant  impact  and  the 
environmental  assessment  with  the 
Environmental  Protection  Agency  and 
State  and  areawide  clearinghouses  for 
public  review,  under  the  requirements  of 
40  CFR  1501.4(e). 

(c)  Program  area  officials  and 
environmental  staff  prepare  or  ensure 
that  the  information  contained  in 
environmental  assessments  is  complete 
and  accurate,  and  they  prepare  the 
finding  of  no  significant  impact.  The 
responsible  agency  official  designated  in 


Part  5  of  this  chapter  examines  the 
environmental  risks  of  the  proposed 
action  and  the  alternative  courses  of 
action,  selects  a  course  of  action  and 
ensures  that  any  necessary  mitigating 
measures  are  implemented  as  a 
condition  for  approving  a  course  of 
action. 

§  25.42  Actions  for  which  an 
environmentai  impact  statement  is 
prepared. 

(a)  An  individual  action  or  group  of 
related  actions  requires  the  preparation 
of  an  environmental  impact  statement 
(EIS)  when  at  least  potentially 
significant  environmental  impacts  are 
associated  with  one  or  more  of  the 
probable  courses  of  action.  The 
responsible  agency  official  weighs  the 
environmental  impacts  of  each 
alternative  course  of  action,  including 
possible  mitigating  measures,  and 
selects  the  course  of  action  that  is 
consistent  with  the  applicable  law  and 
the  agency’s  environmental  analysis  of 
the  action. 

(b)  For  actions  for  which  an  EIS  is 
prepared,  the  public  has  the  opportunity 
to  offer  comments  and  otherwise 
participate  in  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  process  fi'om  the  time  the 
decision  is  made  to  prepare  the 
document  as  described  in  this  paragraph 
(b)(1)  through  (5): 

(1)  A  notice  of  intent  to  prepare  an  EIS 
is  prepared  for  publication  in  the 
Federal  Register  and  serves  as  the  first 
public  notification  that  an  EIS  will  be 
prepared. 

(2)  The  scoping  process,  as  announced 
in  the  Notice  of  Intent,  allows  the  public 
and  Federal,  State,  and  local 
government  agencies  to  participate  in 
determining  the  issues  to  be  considered 
in  the  EIS. 

(3) (i)  Draft  EIS’s  are  filed  with  the 
Environmental  Protection  Agency  (EPA), 
sent  to  parties  having  an  interest  in  the 
document,  and  are  available  to  the 
public  upon  request  for  the  purpose  of 
receiving  substantive  comment, 
corrections,  and  additional  information 
on  the  issues  covered. 

(ii)  Where  the  subject  of  a  draft  EIS  is 
also  the  subject  of  a  notice  of  proposed 
rulemaking,  the  Federal  Register  notice 
of  proposed  rulemaking  will  state  that 
the  draft  EIS  is  available  upon  request, 
and  will  solicit  comments  from  all 
interested  persons. 

(iii)  Where  the  subject  of  a  draft  EIS  is 
not  also  the  subject  of  a  notice  of 
proposed  rulemaking  published  in  the 
Federal  Register,  a  notice  will  be 
published  in  the  Federal  Register 
describing  the  proposed  action,  and 
possible  alternatives,  stating  that  the 
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draft  EIS  is  available  upon  request,  and 
soliciting  comments  by  all  interested 
persons. 

(iv)  Comments  will  be  solicited  from 
Federal  agencies  having  jurisdiction  by 
law  or  special  expertise  with  respect  to 
the  environmental  impact  of  a  proposed 
action  by  sending  them  a  copy  of  a  draft 
EIS. 

(v)  All  comments  on  draft  EIS’s  are 
required  to  be  submitted  in  live  copies 
to  the  Hearing  Clerk  (HFA-305),  Food 
and  Drug  Administration,  Department  of 
Health,  Vacation,  and  Welfare,  Rm.  4- 
65.  5600  Fishers  Lane,  Rockville,  MD 
20857,  where  they  will  be  available  for 
public  inspection  from  9  a.m.  to  4  p.m., 
Monday  through  Friday, 

(vi)  Draft  EIS’s  will  be  prepared, 
forwarded  to  EPA,  and  made  available 
to  the  public  early  enough  in  the 
consideration  of  the  proposed  action  to 
permit  meaningful  review  of  the 
environmental  issues  involved.  Except 
in  emergencies,  no  final  action  will  be 
taken  on  the  proposal  earlier  than  90 
days  after  a  draft  environmental  impact 
statement  has  been  prepared,  forwarded 
to  EPA,  and  made  available  to  the 
public. 

(4)  The  final  text  of  an  EIS  will  be 
prepared  by  the  responsible  agency 
official  after  comments  on  the  draft 
statement  have  been  reviewed  and  will 
receive  full  consideration  in  the 
agency’s  decisionmaking  process.  The 
responsible  agency  official  will  forward 
10  copies  of  the  final  statement  to  the 
Office  of  the  Secretary  and  5  copies  to 
EPA,  and  copies  of  the  final  statement 
will  be  made  available  for  public 
inspection  in  the  FDA  Hearing  Clerk's 
office.  Copies  of  each  final  EIS  will  be 
forwarded  td  those  persons  who 
requested  or  submitted  comments  on  the 
pertinent  draft  statements  and  upon 
request. 

(5) (i)  The  weighing  of  environmental 
factors  in  choosing  a  final  course  of 
action,  as  described  in  paragraph  (a)  of 
this  section,  will  be  reflected  in  the 
agency  record  of  formal  decisionmaking 
as  required  by  40  CFR  1505.2. 

(ii)  Except  in  emergencies,  no  agency 
action  will  be  effective  earlier  than  30 
days  after  the  final  statement  has  been 
forwarded  to  EPA  and  made  available 
by  FDA  for  public  inspection.  Where  the 
subject  of  a  final  statement  is  also  the 
subject  of  a  regulation  published  in  the 
Federal  Register,  this  requirement  may 
be  met  by  simultaneous  publication  of  a 
notice  of  availability  of  the  final 
statement  and  the  regulation,  provided 
the  regulation  becomes  effective  at  least 
30  days  after  the  date  of  publication. 

(iii)  Where  the  subject  of  an  EIS  is  an 
FDA  action  governed  by  specific  time 
requirements  under  statute  or 


regulation,  those  time  requirements  shall 
be  extended,  if  at  all.  only  as  long  as 
necessary  to  permit  the  agency  to 
consider  or  issue  an  EIS  for  the  action. 

(c)  As  described  in  40  CFR  1505.3,  the 
agency  may  provide  for  monitoring  to 
ensure  that  its  decisions,  any  mitigating 
measures,  and  other  conditions  are 
carried  out. 

(d)  Under  the  conditions  prescribed  in 
40  CFR  1502.9(c),  the  agency  will 
prepare  a  supplement  for  a  draft  or  final 
EIS  and  introduce  the  supplement  into 
its  formal  administrative  record. 

(e) (1)  The  responsible  agency  o^icial 
designated  in  Part  5  of  this  chapter 
ensures  that  there  will  be  a  balancing  of 
environmental  impacts  with  objectives 
of  the  agency  in  choosing  an  appropriate 
course  of  action  and  that  the  public  is 
involved  and  notified  of  the  decision,  as 
described  in  paragraphs  (a)  through  (d) 
of  this  section. 

(2)  The  Office  of  the  Commissioner  is 
responsible  for  preparing  a  draft  or  final 
EIS  on  actions  not  delegated  by  the 
Commissioner. 

(3)  The  director  of  each  bureau  is 
responsible  for  preparing  a  draft  or  final 
EIS  on  actions  delegated  to  that  bureau 
by  the  Commissioner  under  Subpart  B  of 
Part  5  of  the  chapter. 

(4)  The  Executive  Director  for 
Regional  Operations  is  responsible  for 
preparing  a  draft  or  final  EIS  on  the 
destruction  of  articles  condemned  after 
seizure,  subject  to  an  injunction,  under 
import  detention,  or  under  detention  or 
recalled  at  agency  request. 

Subpart  E— pther  Requirements 

§  25.50  Environmental  effects  abroad  of 
major  Federal  actions. 

(a)  In  accordance  with  Executive 
Order  12114  “Environmental  Effects 
Abroad  of  Major  Federal  Actions”  of 
January  4, 1979  (44  FR  1957;  January  9, 
1979),  the  responsible  agency  official 
shall  analyze  actions  under  his/her 
program  delegation  authority  giving  due 
regard  for  the  environmental  effects 
abroad  of  such  actions.  The  responsible 
agency  official  shall  consider  whether 
such  actions  involve: 

(1)  Potential  environmental  effects  on 
the  global  commons  (e.g.,  oceans  and 
the  upper  atmosphere). 

(2)  Potential  environmental  effects  on 
a  foreign  nation  not  participating  with  or 
otherwise  involved  in  Food  and  Drug 
Administration  activity. 

(3)  The  export  of  products  (or 
emissions)  which  in  the  United  States 
are  prohibited  or  strictly  regulated 
because  their  effects  on  the  environment 
create  a  serious  public  health  risk. 


(4)  Potential  environmental  effects  on 
natural  and  ecological  resources  of 
global  importance. 

(b)  Before  deciding  on  any  action 
falling  into  the  categories  specified  in 
paragraph  (a)  of  this  section,  the 
responsible  agency  official  shall 
determine  whether  such  actions  may 
have  a  significant.environmental  effect 
abroad. 

(c)  If  the  responsible  agency  ofHcial 
determines  that  an  action  may  have  a 
significant  environmental  effect  abroad, 
the  responsible  agency  official  shall 
determine  whether  the  subject  action 
requires: 

(1)  An  environmental  impact 
statement;  or 

(2)  Bilateral  or  multilateral 
environmental  study  and  review  of 
environmental  issues. 

Interested  persons  may,  on  or  before 
February  11, 1980,  submit  to  the  Hearing 
Clerk  (HFA-305),  Food  and  Drug 
Administration,  Rm.  4-65,  5600  Fishers 
Lane,  Rockville,  MD  20857,  written 
comments  regarding  this  proposal.  Four 
copies  of  any  comments  are  to  be 
submitted,  except  that  individuals  may 
submit  one  copy.  Comments  are  to  be 
identified  with  the  Hearing  Clerk  docket 
number  found  in  brackets  in  the  heading 
of  this  document.  Received  comments 
may  be  seen  in  the  above  office  between 
9  a.m.  and  4  p.m.,  Monday  through 
Friday. 

In  accordance  with  Executive  Order 
12044,  the  economic  effects  of  this 
proposal  have  been  carefully  analyzed, 
and  it  has  been  determined  that  the 
proposed  rulemaking  does  not  involve 
major  economic  consequences  as 
defined  by  that  order.  A  copy  of  the 
regulatory  analysis  assessment 
supporting  this  determination  is  on  file 
with  the  Hearing  Clerk.  Food  and  Drug 
Administration. 

Dated:  November  29, 1979. 

Joseph  P.  Mile, 

Associate  Commissioner  for  Regulatory 
Affairs. 
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